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DETAILED ACTION

Examiner acknowledges receipt of request for extension of time, amendment and remarks

filed 1/27/2006. Claims 1-22 and 68-70 are pending.

1. MATTERS ADDRESSED ON 2/08/02 is excluded in current claims.

Claim 2 was amended in the amendment filed 2/08/02, same amended claim was filed

with the appeal brief filed 5/20/02. Previously amended claim cannot be resubmitted as original

claims. Specifically, claim 1 does not support the recitation of "extract" in claim 2. Claim 2

was amended on 2/08/02 in which the term "extract" was replaced with—compound— , which

has support, in the claims 1 as originally filed.

The reintroduction of the original claim containing the extract occurred with the

amendment filed 2/17/2004. This reintroduction of amended claim as original claim was not

noticed and the issue was not addressed at that time. Therefore, the action is made non-final in

view of the outstanding issues that must be brought to applicants' attention. The rejection

follows below.

Claim Rejections - 35 USC § 112

2. The following is a quotation of the second paragraph of 35 U.S.C. 112:

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the

subject matter, which the applicant regards as his invention.

3. Claims 2-5 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being indefinite for

failing to particularly point out and distinctly claim the subject matter which applicant regards as

the invention.
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4. Claim 2 recites the limitation "extract" in line 1. There is insufficient antecedent basis for

this limitation in the claim. Claim 1 does not recite extract. This rejection was made in the

office action mailed 8/10/01 and corrected in the response filed 2/08/02 and reintroduced on

2/1 7/04. Correction is respectfully requested.

Claim Rejections - 35 USC § 102

5. Claims 1-3, 6, 7, 16 and 19 are rejected under 35 U.S.C. 102(e) as being anticipated by

Costanzo (US 6,323,219).

Applicants argue;

a) Costanzo does not disclose applying the composition to mammalian hair, b) does not

disclose the method and compositions of applicants invention, c) SLIGRL is not a

member of the botanical families set forth in applicants' composition, d) the result of

Costanzo 's topical application of compositions to the skin would not inevitably be the

method of applicants' invention and would not serve to support an inherency rejection

and mere application of Costanzo 's composition to skin at certain times during the life

cycle of a hair would not necessarily inevitable affect changes in a hair that may be

located in proximity to the skin being treated if they are applied indiscriminately during

the life cycle, e) Costanzo' s composition darkens gray hair, and therefore, Costanzo does

not disclose methods of claims 1-3, 6, 7, 9, 16 or 19.

Response to Arguments

6. Applicants' arguments filed 1/27/06 have been fully considered but they are not

persuasive.
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The of the instant method of effecting changes in mammalian hair comprises a method of

topical application to the skin of a mammal an effective amount of a topically active composition

comprising one or more compounds derived from one or more . . . and cucurbitaceae. Thus, for

claim 1, applying a composition comprising one or more compounds derived from one or more

of the botanical families recited in claim 1 topically to mammalian skin would have the effect

accorded to the composition in the claim 1, that is effect changes in mammalian hair appearance

and pigmentation, and reducing hair growth and hair follicle and hair shaft size. It is noted that

the hair grows on skin.

a) Costanzo topically applies the composition comprising serine protease inhibitor, which

may be obtained from Solanaceae, Gramineae, Cucurbitaceae and Leguminosae (column 8, lines

52-67); soybean milk also contains serine protease (column 9, lines 47-53; column 28, lines 50-

67). Regarding b), it is noted that Costanzo composition comprising serine protease inhibitor

and applies same topically to skin ofmammals. Regarding c), SLIGRL is mentioned as one of

the components in compositions used to treat skin disorders in one of the embodiments and is

noted that the SLIGRL is mentioned as it relates to one of the embodiments and in that

embodiment, the composition contains serine protease inhibitor (compound 1 as in formula 1 that

inhibits trypsin) and SLIGRL; and it is further noted that the comprising language is open.

Regarding d), it is noted that the instant method topically applies composition comprising serine

protease inhibitor (at least claims 2 and 3, which limit the compound to the protease inhibitor) to

effect the changes in mammalian hair appearance and hair pigmentation. Thus, the topical

application of a composition of the prior art that contains serine protease inhibitor inherently

would produce the effect of the composition. Therefore, an inherency argument is well
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grounded and flows from topically applying the composition inherently having the accorded

effects. Regarding e), it is noted that Costanzo is related to methods and composition for

bringing about skin pigmentation and inflammatory disorders (abstract) and in column 10
5
lines

13-17, Costanzo discloses topically applying the composition to mammalian skin. Claims 1-3

read on the topical method of Costanzo. At least one of the changes in claim 6 is would

inherently be met by Costanzo, such as delay in hair growth, reduced follicle and hair shaft size.

Only one condition need met by the claim language because one of said changes cannot equal

four changes. It is also noted that the claims do not recite and do not support specific times

within the hair growth cycle for applying the composition and no specific periods in the cycle is

identified for application. The rejection follows.

Costanzo discloses method and composition for "bringing about skin pigmentation and/or

for causing skin depigmentation;
55
the methods and composition of Costanzo can be used as

depigmenting compositions, darkening compositions and as compositions for preventing and/or

treating immunomediated inflammatory diseases such as asthma and allergic rhinitis (abstract).

The composition of Costanzo contains serine protease inhibitors that may be obtained from

extracts of Solanaceae, Gramineae, Cucurbitaceae and Leguminosae (column 8, lines 52-67);

soybean milk also contains serine protease (column 9, lines 47-53; column 28, lines 50-67).

Costanzo specifically discloses topically applying to mammalian skin pharmaceutical or

cosmetic composition in an amount effective to effect changes in pigmentation (column 10, lines

13-17) and soybean milk or other formulations derived directly from legumes is applied to the

mammalian skin (column 9, lines 47-52). Costanzo lists gray hair as one of the skin disorders

treatable with the composition (column 30, lines 14-27).
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The instant method involves topical application to the skin a topically active composition

that comprises one or more compounds derived from one or more of the botanical families.

Since the instant method topically applies a composition and Costanzo topically applies to the

skin a composition that reads of the instant composition, it would be inherent that the

composition of the prior art affects the skin the same way as the instant composition affects the

skin. The effect of the composition is inherent. Thus, although Costanzo does not specifically

disclose that the composition has an effect on hair growth, since the instant claim 1 and Costanzo

apply the same composition to the skin, the effect on the skin from both compositions would be

the same.

Claim Rejections - 35 USC § 103

7. Claims 4, 5, 8-14, 16-18, 20-22 and 68-70 are rejected under 35 U.S.C. 103(a) as being

unpatentable over Costanzo (US 6,323,219) in view ofMatsuura et al. (US 6,139,899).

Applicants argue:

a) Costanzo does not disclose or suggest the methods or compositions of applicants'

claims explicitly or inherently, b) SLIGRL containing composition is the only suggestion

to use composition on hair and topical use of compositions set forth in Costanzo would

not have inherently resulted in the methods of applicants' invention, c) claims 69-70

require permeation of the composition into the hair follicle and Costanzo does not

disclose permeation of the composition into the hair follicle, d) the combination of

Matsuura with Costanzo does not overcome the deficiency of Costanzo not disclosing

isoflavones because Matsuura does not describe combination of isoflavones and the

compositions set forth in claim 1.



Application/Control Number: 09/62 1,565 Page 7

Art Unit: 1618

Response to Arguments

8. Applicants
1 arguments filed 1/27/06 have been fully considered but they are not

persuasive.

Regarding a), it is noted that Costanzo discloses topically applying composition

containing serine protease inhibitor to the skin and thus inherently discloses applicants' claimed

method. Regarding b), it is noted that one of the embodiments in Costanzo contains compound

1, a serine protease inhibitor and SLIGRL and the broad comprising language is open and does

not exclude SLIGRL. Regarding c), the method is a topical application process and Costanzo

topically applies the composition to the skin and thus the composition would inherently permeate

the skin. Regarding d), Matsuura is relied upon for a teaching that soybean milk contains

isoflavones and the composition of Costanzo contains soybean milk and would thus contain

isoflavones. The rejection follows.

The teaching of Costanzo is discussed above and Costanzo discloses the method of the

instant claims, that is, topically applying a composition comprising extracts from the plants

Solanaceae, Gramineae, Cucurbitaceae and Leguminosae as discussed above. Regarding claims

4 and 5, there is no showing demonstrating that the amount of the inhibitor provides unusual

results. Generally, reciting amounts of serine protease inhibitor will not support the

patentability of the subject matter encompassed by the prior art unless there is evidence

indicating such amount is critical. "W[here] the general conditions of a claim are disclosed in

the prior art, it is not inventive to discover the optimum or workable ranges by routine

experimentation;
5

In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955).
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Regarding claims 11-14, 16-18 and 20-22, since the composition of the prior art is

applied to the skin, the composition would inherently exhibit the properties of the composition

on the skin. Regarding new claims 68-70, it is respectfully noted that the instant method

involves application of the composition to the skin to effect inhibition of hair growth, reduction

of hair follicle and hair shaft and reduction of hair pigmentation, the prior art applies a

composition containing serine protease inhibitor and it would be expected that composition

similar to the composition of the instant claims would have the same effect on the skin or hair

when topically applied to the skin. Thus, in the alternate, it would be obvious for the

same/similar composition to have the same/similar effect on the skin and on the hair.

Regarding claims 8-10, Costanzo does not disclose that the composition comprising the

plant extracts contains isoflavones. However, the composition of the prior art Costanzo contains

soybean milk extract. But it is known in the prior art, for example, Matsuura, that soybean milk

contains isoflavones. Matsuura discloses the presence of isoflavones in soybean milk (abstract;

see the whole document). Thus, Matsuura is relied upon for a teaching that soybean milk

contains isoflavones. Therefore, it would have been obvious to one of ordinary skill in the art at

the time the invention was made to use the composition of Costanzo containing extract of soy

bean milk to apply to the skin in order to effect changes in mammalian hair appearance/skin

pigmentation/skin depigmentation. One having ordinary skill in the art would have been

motivated to apply the composition of Costanzo to the skin with the expectation that the

composition containing the extract of soybean milk contains isoflavones that occur naturally in

the soybean milk as disclosed by Matsuura and expect the composition to produce changes in

the mammalian hair/skin appearance.
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The specification has not been checked to the extent necessary to determine the presence

of all possible minor errors. Applicants
1

cooperation is requested in correcting any errors of

which applicants may become aware in the specification.

Any inquiry concerning this communication or earlier communications from the

examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594.

The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday).

If attempts to reach the examiner by telephone are unsuccessful, the examiner's

supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for

the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent

Application Information Retrieval (PAIR) system. Status information for published applications

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished

applications is available through Private PAIR only. For more information about the PAIR

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

Blessing Fubara <

Patent Examiner

Tech. Center 1600


